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                   Terms of Reference – Management Review Committee


1 Purpose

The Quality System must be reviewed by management to ensure the continuing suitability, adequacy and effectiveness of the quality system. This document describes the responsibilities of the attendees, the process to be followed, and the meeting frequency.
2 Responsibilities

	Responsible person / s
	Management Review committee

	Quality Manager
	Chair

	Production Manager
	Chair (in Quality Managers absence)

	Quality Officer
	Required Attendee


3 Management Review
3.1 Meeting Schedule & Agenda

Meetings must be scheduled and an Agenda distributed prior to the scheduled date of the meeting. .

3.2 Meeting structure

The following items must be on the Agenda and documented in the meeting minutes;

	AGENDA ITEM
	DISCUSSION POINTS

	Meeting Minutes
	Accept previous meeting minutes, changes to previous meeting minutes.

	Items for Action
	Items for action from previous meeting.

	Internal Audits
	Deficiencies, Progress, Report including corrective and preventative actions, Feedback from Auditor.

	External Audits
	Deficiencies, Progress, Report including corrective and preventative actions, Feedback from Auditor.

	CAPA system
	CAPAs raised in period from last meeting, CAPAs open, CAPAs overdue, Trend Analysis and continuous improvement.

	Change Management
	Progress report for - New processes, New equipment, New Computer systems, Changes to existing processes, Changes to existing equipment, or computer systems. 

	Validations and Qualifications
	Progress report for any validations or qualifications that have been conducted in the period from the last meeting, or any that were conducted prior to the last meeting that are ongoing.

	Customer complaints
	Complaints received, actions taken, feedback to customer

	Material Management
	Defective material, actions taken.

	Equipment Management
	Equipment failures, actions taken

	Organisational Changes
	Risks and impacts on production, staff and customers as a result of the proposed changes.

	Learning & Development
	Delivery of training, development of training material, issues arising from CAPA system relating to training.

	Monthly Report
	The monthly report will be presented at the meeting. 
Document discussion arising from report.


Note that it is acceptable to annotate NTR (nothing to report) in the meeting minutes where relevant.

3.3 Monthly Report
The monthly report is intended to provide information as to the status of the Quality System, and to provide a mechanism to monitor processes and identify any significant trends affecting performance.
The monthly report will include as a minimum, the following information;

· CAPA System – Trending of Overdue, Critical, or Major CAPAs, CAPAs initiated, CAPAs open, and CAPAs closed.

· Auditing System – Trending of Overdue responses, Audits completed according to schedule, trending of deficiencies according to category. (note: this information will be provided for both Internal & External audits).

· Customer complaints – Initiated, open, closed, overdue for response

· Material Management – Defects initiated

· Equipment Management – Number of equipment failures

3.4 Meeting minutes

The minutes of the previous meeting must be distributed prior to the meeting. The meeting minutes from the previous meeting are to be accepted by the Management Review Committee and this is to be documented in the minutes. Any changes to the minutes are to be documented.
4 Meeting Frequency
Management Review meetings will be held on a quarterly basis.
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